State of Utah
Administrative Rule Analysis

NOTICE OF PROPOSED RULE

The agency identified below in box 1 provides notice of proposed rule change pursuant to Utah Code Sections 63-46a-4.
Please address questions regarding information on this notice to the agency. The full text of all rule filings is published in
the Utah State Bulletin unless excluded because of space constraints. The full text of all rule filings my also be inspected
at the Division of Administrative Rules.

DAR file no: Date filed:
Utah Admin. Code ref. (R no.): R156-17b Time filed:
Changed to Admin. Code Ref. (R no.):

1. | Agency: Commerce/Division of Occupational and Professional Licensing
Room no.:
Building: Heber M. Wells Building
Street address 1: 160 East 300 South
Street address 2:
City, state, zip: Salt Lake City UT 84111-2316
Mailing address 1: PO Box 146741
Mailing address 2:
City, state, zip: Salt Lake City UT 84114-6741
Contact person(s):
Name: Phone: Fax: E-mail:
Diana Baker 801-530-6179 801-530-6511 | dbaker@utah.gov

(Interested persons may inspect this filing at the above address or at DAR between 8:00 a.m. and 5:00 p.m. on business days.)

2. | Title of rule or section (catchline):

Pharmacy Practice Act Rule
3. |[Type of notice:

New  ; Amendment XX; Repeal _ ; Repeal and Reenact
4.  Purpose of the rule or reason for the change:

The Division and State Board of Pharmacy are proposing amendments to this rule to make practices in Utah
consistent with national standards for the nation's drug supplies.

5. | This change is a response to comments from the Administrative Rules Review Committee.
Yes _ ; No XX
6. Summary of the rule change:



Section 102-Definitions: Numerous definitions have been added to this section that directly correlate to
changes being proposed in Section 615 with respect to the operating standards for Class C pharmacy -
pharmaceutical wholesalers, distributors, and manufacturers in Utah. In paragraph (39), the United States
Pharmacopeia/National Formulary (USP/NF) has been updated to the most current edition. Sections 307 and
308 - statute and rule citations have been updated. Section 615 - Amendments to this section are being added
to address new requirements and regulations throughout the United States (US) to more actively address the
safety of the supply of pharmaceuticals distributed to US pharmacies and consequently to the end users
(patients). These proposed amendments have been done in concert with the State Board of Pharmacy,
representatives from Utah licensed wholesalers/distributors/manufacturers, and a body of national participants
in the wholesale/distributor/manufacturer arena to ensure high quality and safety in the nation's supply of
drugs being sold to consumers.

Aggregate anticipated cost or savings to:
A) State budget:

The Division anticipates it will incur minimal costs of approximately $100 to reprint the rule once the
proposed amendments are made effective. In the past State Board of Pharmacy members have been involved
on a voluntary basis to help affected licensees understand amended rules and it is anticipated that this situation
will continue as a result of these proposed amendments. However, it may be necessary for the Division to
send some documentation/instructions to approximately 500 licensed pharmacies throughout the state to
ensure that these new proposed amendments are understood. Therefore, the Division may incur additional
costs of approximately $210 to mail out information to the licensed pharmacies throughout the state. Any
costs incurred will be absorbed in the Division's current budget.

B) Local government:

Proposed amendments do not apply to local governments. Proposed amendments only apply to license
classifications regulated under Title 58, Chapter 17b and this rule.

C) Small businesses (fewer than 50 employees) AND persons other than businesses:

The Division anticipates that the 500 licensed dispensing pharmacies located throughout Utah, some of which
may qualify as a small business, should not be impacted financially as a result of the proposed amendments,
but pharmacists-in-charge in the pharmacies will need to become knowledgeable about tracking drugs through
the systems. The Division anticipates the approximately 60 currently licensed in Utah pharmaceutical
wholesalers, distributors, and manufacturers, some of which may qualify as a small business, will need to
submit additional information at renewal time but should not be impacted financially at this time. In time,
electronic tracking hardware and software may be required by the Food and Drug Administration (FDA) but
this has not even been developed yet. Any new applicant for a pharmaceutical
wholesaler/distributor/manufacturer license will submit all required information upon initial application and at
renewal time.

Compliance costs for affected persons
("person” means any individual, partnership, corporation, association, governmental entity, or public or
private organization or any character other than an agency):

The Division anticipates that the 500 licensed dispensing pharmacies located throughout Utah should not be
impacted financially as a result of the proposed amendments, but pharmacists-in-charge in the pharmacies will
need to become knowledgeable about tracking drugs through the systems. The Division anticipates the
approximately 60 currently licensed in Utah pharmaceutical wholesalers, distributors, and manufacturers will
need to submit additional information at renewal time but should not be impacted financially at this time. In
time, electronic tracking hardware and software may be required by the Food and Drug Administration (FDA)
but this has not even been developed yet. Any new applicant for a pharmaceutical
wholesaler/distributor/manufacturer license will submit all required information upon initial application and at
renewal time.

Comments by the department head on the fiscal impact the rule may have on businesses:

This proposed rule change adopts recent national standards which address the safety of pharmaceuticals
distributed in the United States and is made with input from the industry. Although there will be additional
tracking procedures for pharmacists-in-charge, there is no measurable fiscal impact to businesses anticipated
from the adoption of these national standards. Francine A. Giani, Executive Director



10.

11.

12.

13.

14.

15.

This rule change is authorized or mandated by state law, and implements or interprets the following
state and federal laws.
State code or constitution citations (required):

Sections 58-17b-101 and 58-37-1 and Subsections 58-17b-601(1), 58-1-106(1)(a) and 58-1-202(1)(a)

This rule adds, updates, or otherwise changes the following titles of materials incorporated by
references (a copy of materials incorporated by reference must be submitted to DAR; if none, leave blank):

Updates the United States Pharmacopeia/National Formulary (USP-NF) to the 2008 edition, which is official
from May 1, 2008 and includes Supplement 2, dated December 1, 2007

The public may submit written or oral comments to the agency identified in box 1. (The public may also
request a hearing by submitting a written request to the agency. The agency is required to hold a hearing if it
receives requests from ten interested persons or from an association having not fewer than ten members.
Additionally, the request must be received by the agency not more than 15 days after the publication of this
rule in the Utah State Bulletin. See Section 63-46a-5 and Rule R15-1 for more information.)

A) Comments will be accepted until 5:00 p.m. on (mm/dd/yyyy): 07/01/2008

B) A public hearing (optional) will be held:

on (mm/dd/yyyy): at (time): At (place):

06/24/2008 10:00 am 160 East 300 South - Conference
Room 474 (4th floor) - Salt Lake
City, Utah

This rule change may become effective on (mm/dd/yyyy): 07/08/2008

NOTE: The date above is the date on which this rule MAY become effective. It is NOT the effective date.
After the date designated in Box 12(A) above, the agency must submit a Notice of Effective Date to the
Division of Administrative Rules to make this rule effective. Failure to submit a Notice of Effective Date will
result in this rule lapsing and will require the agency to start the rulemaking process over.

Indexing information -- keywords (maximum of four, in lower case, except for acronyms (e.g., "NASA") or
proper nouns (e.g., "Medicaid"):

pharmacists licensing

pharmacies

Attach an RTF document containing the text of this rule change R156-17b.pro
(filename):

To the agency: Information requested on this form is required by Sections 63-46a-4, 5, 6, and 10. Incomplete
forms will be returned to the agency for completion, possibly delaying publication in the Utah State Bulletin, and
delaying the first possible effective date.

AGENCY AUTHORIZATION

Agency head or designee, F. David Stanley, Director Date (mm/dd/yyyy): 05/13/2008
and title:

ProposedRule.doc 9/26/2003



R156. Commerce, Occupational and Professional Licensing.

R156-17b. Pharmacy Practice Act Rule.
R156-17b-102. Definitions.
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R156-17b-308.

Renewal Cycle - Procedures.
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R156-17b-307. Licensure - Meet with the Board.
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R156-17b-615. Operating Standards - Class C Pharmacy -
Pharmaceutical Wholesaler/Distributor and Pharmaceutical

Manufacturer in Utah.
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